[bookmark: _Hlk121669021]Supplementary file 2 – FAIT Payback Framework & Narrative for VALID BP

PAYBACK METRICS
[image: Text

Description automatically generated with medium confidence]
NARRATIVE
Need: Hypertension affects ⅓ of all adults globally and is a major risk factor for CVD/Stroke. Accurate diagnosis of high BP can lead to lifestyle changes or medication use that lowers avoidable risks for cardiovascular disease. Globally, many of the blood pressure testing machines in use are inaccurate, leading to either under- or over-diagnosis of hypertension. This in turn leads to avoidable demands on healthcare systems caused by unidentified and untreated hypertension, the promotion of unnecessary medication use and contribution to sub-optimal health outcomes for patients. There are currently large regulatory gaps, including in Australia, that allow untested BP devices to enter the market and be used by consumers. Device users may have a false sense of security about the accuracy of these devices and lack awareness and knowledge about the lack of validation of these devices.
Research response: The VALID BP Project set out to ensure that 100% of BP devices used globally are validated through creation and enforcement of a global standard for the regulation of BP devices and raising awareness and educating key stakeholders and user groups. 

They conducted literature reviews and collaborated to establish data and evidence about the scope and scale of the issue and mapped the state of play and the position in the scientific community. They estimated some of the negative societal impacts of over- and under-diagnosis of hypertension, approached relevant individuals and organizations under the badge of the Lancet Commission and engaged enablers upfront to improve opportunities for translation. These enablers included the Pharmaceutical Society of Australia (to affect the supply of devices and influence professional practice standards) and the Pan American Health Organisation (to influence regulatory frameworks being built in The Americas). 
They published articles in peer-reviewed journals, produced and disseminated practical guides, policy briefs and media releases and developed an online certification course for accurate blood pressure measurement, including material to ensure that validation was conducted in a rigorous and consistent manner. They used various strategies including social media to promote the course. The team presented at webinars, conferences, and community events to communicate the issue to key end users including professional associations, the public, health providers, regulatory bodies and governments, not just in Australia but globally. 
The team engaged industry stakeholders to determine their perspectives on the issue and understand what part they could play in the validation process. The team used advocacy to influence policymakers to prioritise the supply of validated BP devices, both in Australia and globally, and promoted educational resources through national and international networks, especially the World Hypertension League, utilising opportunities like World Hypertension Day to disseminate information about the issue and the availability of the BP measurement course. An allied team of researchers conducted training in Cuba, where manufacture and sale are all undertaken locally. They also collaborated with physician Christian Delles from the Institute of Cardiovascular and Medical Sciences at Glasgow to incorporate a how-to paper into their clinical management process via nurse specialists. Involvement with the Blood Pressure Research Council of Australia resulted in the uploading of VALID BP resources on their website. 
Key findings/outputs: The establishment of the size and scope of the problem, concluding that the vast majority of BP devices sold and used globally have not been properly validated through a scientific process. In Australia, only 6 per cent of BP devices on the online market are validated. Through a series of published articles, the VALID BP project highlighted the extent of this issue in many different countries, and the project also included the development of practical resources that could be used by individuals and health care providers to help them establish which devices have been validated and how to properly measure BP. The short online certification course was a key output. This material is in the process of being included in the medical curricula at the University of Tasmania. The publications and practical resources were also disseminated via digital formats and platforms and were promoted at several events co-hosted by key stakeholders, both in physical form and through online channels. There was also global dissemination of policy briefs to government and industry actors in an effort to have them implement VALID BP evidence into their policy actions and legislation. Other outputs include the State of play map; International webinars & conferences, community events, YouTube channel with community events uploaded, policy briefs and documents on the HEARTS website (through PAHO), a national action plan for the National Heart Foundation, entries in World Hypertension League newsletters, and a step-by-step how-to guide for checking if a particular BP device has been validated which has been translated to many languages; and featured on national/international websites
Impact: The Valid BP Project has increased awareness of the lack of validity of BP devices via publications, presentations, media and social media channels. To date there have been 1450 completions of the online BP certification course, all with improved BP management skills and the knowledge and capability to select validated BP devices. Similarly, future graduates of the medical program at UTAS and health professionals in Cuba who have undergone the training will have these same capabilities. From a policy perspective the National Action Plan for the National Heart Foundation to ensure BP machines are validated and accurate and the improved regulatory frameworks in The Americas and Australia are likely to result in improved practice in this area in the longer term. While globally it is difficult to establish the extent of the adoption of these guidelines and standards, there have been some success in smaller jurisdictions. One such example is St. Lucia where the following comment has been made by a government official “In Saint Lucia, the Saint Lucia Bureau of Standards (SLBS)used this paper as a gap analysis and going forward we will strengthen the regulatory framework for BP monitoring devices in consultation with our Ministry of Health,  Ministry of Commerce, Attorney General’s Chambers, St. Lucia Medical & Dental Association and other stakeholders.”
Courses on proper measurement through VALID BP are also likely to improve accuracy and outcomes unrelated to improvements due to improved device validation, however, these impacts are more likely to be in the medium to longer term. Improved accuracy will also lead to more community members selecting validated devices; better management of hypertension leading to better health outcomes e.g. avoidance of CVD and reduction in the use of unnecessary medications including patient savings from unnecessary use of statins. There are also productivity benefits that are likely to accrue.
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Metric Types

Metric Value (achieved/in progress/aspirational/projected)

Advance Knowledge

Publications - # of papers,
#of citations

1 published paper in 2021, 9 in 2020, 2 in 2019
« 65 citations

Presentations/Webinars -numbers
& feedback

Media and Social Media - Stats,
YouTube hits, website views.

 WHL World Hypertension Day incluced VALID BP materials andi was
promoted in over 85 countries

 Over 60 000 health checks were performed workwide that included
acourate blood pressure measurement

« WHO has 8.5m Titer followers an promoted Workd Hypertension Day

* 158 views on YouTube of VALID BP related materials.

» Paper about validation rate for devices in Australia had global media
coverage, >20 news articles worldwide

* Certification course - 5,850 Twitter impressions, 27 retweets and 7.5%
engagement rale

Practical resources - downloads.
and reach

WHL Newsletter

« BP certiication course has been accessed over 440 times

« The guide on "how to check if a device has been valdated” was
translated into 14 languiages and is hosted on websites of over 15 national
organizations

3,300 contacts receive newsletter once amorth
2 specific VALID BP articles and monthly mention of World Hypertension
Day which involves VALID BP resources

Capacity building

1 of people who have received
raining in blood pressure
measurement

+ 50 providers sening a population of 25,000 completed the devices
training through the Ministry of Public Healh in Cuba

« 1939 peaple have registered to complete the BP certfication course.

+ 1450 people have completed the BP certification course (800 Spanish,
650 English)

Medical school curriculum - Number
of graduates exposed to VALID BP

» Average of 120 students per cohort at UTAS Medical School each year
who are exposed to a the VALID BP project (projected to start in 2021)

# of PhD students lrained

1 PhD student

# of ECRs given research training
and opportunities

« 2 early career researchers

Clinical implementation

Healthcare facilities and practitioners
choosing validated devioes

« Increase in proportion of devices that are validated in Australia from 14.5%
10 X% by 2028

« More accurate BP reacings and reduction in misciagnosis of hypertension
{om X34 to X%)

Legislation and Policy

Ghanges to national regulations
and policies

Change in practice guidelines
for procurement of BP devices
(Pharmacy Society of Ausiralia)

« Incorporation of validation of BP devices into policy in St Lucia

» Regulatory frameworks in South American nations through PAHO

« Australian Governmert National Heart and Stroke Action Plan for the
Stroke Foundation and National Heart Foundation in Ausiralia

« Change in standearcis for procurement of BP devioes amongst retei
pharmacies in Austraiia.

 Revision to the Pharmacy Professional Standards regarding supply of
vaiidated BP devices (via the Pharmacy Society of Australi

Community Benefit

Improved access to accurate
devices

Accurate monitoring of hypertension

« Increased number of validated models avalable for purchase (fom base
of 14.5%)
« Eventual goal 100% valdation of devices on the market

« Improvement in number of BP devices that are properly calirated (currertly
30% out by >10mmHg)

Improved health outcomes
Quality of Ife (physical and mental)
and ffe years gained

Economic Impact

Reduced health system direct costs
from HTN

Reduced costs due to overdiagnosis
and unnecessary mecication use

Reduced procuctiviy costs s a
resut of HTN and relatec VD

= Potential Impacts that couid be realised;

Likely impacts for actvities currently in progress;

110 = Projections of monetary benefit from prelminary economic analysis

« Reduction in perceived hypertension prevalence (overdiagnosis) from X
toX%)

« Reduction in true hypertension cases (underdiagnosis) that are not identified
and managed {from X to X%)

« 100% device validation coLld prevent 9,058 deaths and 36,469 lfe years
Iost over the ife cycke of a population cohort





